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(ng+hr/mL) (ng/mL) (hr) (hr)
| BASAZFLOD| G| TT1LE 7.182+ | 4.4+ | 14.7+
EN $iz5mg [KMP | 36. 46 3.795 0.8 3.9
Qg JVA R || T2.42% 6.5156+ | 4.3+ |16.6+
5 5mg 33.86 3.304 1.1 7.1
k| BASALF D |, | 73,924 6.538+ | 4.7+ [15.1+
& $E5mg [KMP 43. 37 3. 767 0.6 4.5
)
Pe| LA R—EE | | T4.58% 6.681+ | 4.7+ | 15.2+
5 5mg . 42.21 3.991 1.2 5.0
¥ LA N—VBEEK TR A (SE¥1# £ SD)

Dw ZANZ K F L 0D4E5mg [KMP (7K 7 L #E5-%)
X7 VA —/LEEbmgld K TR
(ng/mL)

12 r —o— T ANZ ¥ F »ODsE 5 mg KMP.

—e— 7 LA b —) Vg 5mg CElsE KT, 5mg)

10 ¢ St + SD, n=36

FEEE VBN N O N OBEE
(o))

4 H

2

0 12 24 48 72 444;% (hr)
P G- 145 ]

MAEH T AN 8 F VB
@wu 2N A B F L 0D4E5mg [KMP ) (K &> V) £ 5:)

(ng/mL)
i 127 —o— TANZAHF 2 ODEE S ng KMP
13 —— 7 LA M—)VEE5mg (HlEE. 5mg)
w107 P44 = SD, n=23
jmj
2 8¢
N
A 6
4
a 4 |
-
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i3 2

0 12 24 48 72 96 (hr)
Epas 3]
M¥Eh o 282 7 5 ViEEOHER

I R BE G ONCAUC, ConBE DR T A — H 1, HEBRE 0t
R MR OELER A5 - BER A D RBRSEIT L o> THE A 5 T hE
nd 5,

16. 2 IR
16.2.1 £¥=20F AR
fEEER A B L0FIC BT D 1 AN 2 X F o AR =R
1429, 0% (90%(E HE K [ : 24. 1~34.9) T o719, F7-. Ik
NEELTEHELNTEZL ARRZF Oy 7 VT I A /RN
B UT T AIRENETN3LIKL NI 6L/hTHY, 1 AR
AF AT FEICHRIC X B AEZ T D EE 2 LT,
16.2.2 BEDEE
S E AR R A 20612 0 ANAHZ F o L7 A0mgh ~ B
AA—/N—{ETIALAI4A . ZERERE (%3N & 2V d R
BICROBG LY, A%HFGLEZLEDORRARREZF D
N DOWITZEERIC R TR TH Y . Cud TAFIC
Lo T20ETF L7z, UL, BERGREOAUC) oml L4 fEREE
HDUYTH Y, B ANRZF UL T AOWILE~DAE
DFBII N EZ BT,
16.3 2%
b MIERICHIT A e AR ZF O ARES %1389, 0%(H
KA%@&W%EAN%M\I%%EEM?W?iV?
Ho7"



16.4 35

AME R RN BB -1 AR A T BV T K20mg
FWEREOEG Lzl 2 A IREOCEFICTFET 2 D
FRWRTIIREBETH Y, JRFEFOE2RRHWIX, NI A F
MEROGS-F 7 b AR TH - 7219,

b MR NI A TR K OBS-F 7 b AR R S
73, HMG-CoA R It ISR PHETR MR L (X m AN A X F LR &
FREOHERS 2/~ L, AT IZ BT 2 HMG-CoAdE Jrf% 3 FL & 1E P
4:%@“5){&%%@%5@@%)@%5 LEZ BT GMEA
F—=H)9,

16.5 HEttt
SE AR A B A6 C-a ANA K F AL T L 20mg
FEEREORE L E 2 A, Atk FicEdicgimsh
(90.2%) . JR P IHBEHEESR 1310, 4% TH - 72, £72. REW
ﬁ*«@f%k%%ﬂ%@\%h%h&5%®4%&wm@%
Thor,

16.6 HENDEREZHT HESE
16.6.1 HZERUMEHDELE

SAEAND B FE . BYEmEE . MR K Ok & i
FABNT 1 AR LT Ty v KA0mg GRERAN T &) 4 B
WO LZE 2 A, BUYEOCMOAC-ITENZE N LMD
82K VYT~ 722, FT, FHHEE DCou CAUC T Z T
TEIRE OL12% L DN06% ThH v | iR LR & 722 5 20
EOEBIT RN EEBEZ SN,
16.6.2 FFlEED=E

Child-Pugh A(A =7 :5~6)% %\ EChild-Pugh B(A =7 :
T~9) OffEEZ AT H2HENEELHICa AR X T H
Ny Alomga LA LEI4AA MKER DS L, ffEf e 28
AL T PR B WE LT, FFREE R O Cuax S OAUC 20 R
BERRATED Z N Z 11 5~2. IfF L. 05~1.2(5TH V. FF
2. Child-Pugh2 =t 7 H38~9 H FH 24512 3515 5 I #E v i j
i, TN TE D -T2, (2.2, 9.3 BE]
16.6.3 BEZOE

FEAEE ORI D EEE AT H4NENEE A~84)) [2ma AN
ABF TN K20mgZ L HIFEN4H B KERO&S L,
Mo A N2 F PR 2 JE L2, R A S P AR O
BEEOH HBE T, v ANRZ T U OMmEhREEICTT S
HETIIEAERDO BN o7, L, EE(Z LT F=
7 )T T AL30mL/min/1. 73m) DFELE D B B BE TIL,
fEFERR AN Tl PR E S K3 B L2, (7.1, 9.2
£

16.7 FEWMMREER
16.7.1 #IEEH
Wl EE Al 2 RIEOER G Licha, B ANRAZF 2 OChu
AUCo 24 [T Z N ZH50% M O46%F T F L7278, B AR X T
VAR GO NS IR A A B S L AT, B AR A F
¥ D Cuax & OAUCy-2anl X Z I E NV IEGF I BF DA% Sy NT8% T b > 7=
HEANT—42)%,[10.2 ZH]
16.7.2 9B RKRY >
I ARY) U ERLGEENTWASLEBEEREICT A3
2FUERAELG Licd &, 8B ANRAE T 2 DChu i TAUC-
aml T, BERERC B OB G Lo L SichhxTENEN
10. 665 KON Ui ER- L7 BMEAT —2)2, nARAZF v
IXOATPIB1 Z 4 L THFIRICER VA £, 27 v AR Y EZ D
BYIALAILET S Z L2 - T, BANRRZF DM
REZHNESEL EEZLRTWA,[2.4, 10.1 BF]
16.7.3 L2478
FRT 4TV (RIRAR) EOFHEE L&, m AN
A BT 2 DCoax 2 OAUCo- /T Z AU 2. 2115 K OV 885 12 HE
L= (AEANT—4)%, 1 ARRZF L IF0ATPIBLZ A L CHF
IV IAEN, A7 4 7P EF DY AR % LES
HZEICE ST, B ARREZF U OIMIETEEZBNSE 5
LEZLNTND,

*%16.7.4 FAZLOL

fEEERE N 13 2 AR 2 2 F o 10mg & Bl & H W FFH 7 L
o L90mgl H2lE & R G Lz 2 A, B ARZAZF 2 10mg
DChax EAUCie T, T 7 L a VFE T TENZN2. AEB LW
2. 3FITHIIM U7, [RIERIS, BIORERERR A 13 7 AN & T
L 20mgE BB A WEF A S L L LS L e 2 A,
2 AR AR F L 20mgDCony & AUCi( 1T T H 7 L 1 VAELE R TF
NEN2. 618 L U2 3 L= FE AT —#),[10.2 &
[
16.7.5 Z Do EH|

0 ANAL T ORNEYEEIZ K IF T PASORL E A D F 2 %
BT o7-mic, 7 aF ) — % (CYP209 K TCYP2C190D fH. 2
F), rhary =1 A bTaFy =AY An<
A 2 (LA _ECYP3AL K UPHEER (1 O FILER) & OO RER % %
i L7225, B O 2 EAERNIZRD b e o 7= OE AT —
)

UL 7 7 U A9 (CYP209 M UCYP3AM D B & DT Y T 3% &
VW DOERNEIREIC TR A EZ MG L2, EEnE i
HARHIERRD btz (GMEAT — %),

CYP3AAFHEAE R O MeA Mt 572012, OB E O ff
JIRBRZ FHE L7228, = F =L x X kT — L DIl
FEIZHRIAD T A O T, v AN ZF U IICYP3MIT T A FhE
TEREZRERWEEZ SN GHEANT—2)%,
16.7.6 in vitrosE&

b R EEEERT RG22 WV Din vitroi kBRI B U TN-il A F LR R
B U2, ZOMREHEEIIEFITHRIR CTH -T2, Fo, N-
Wi A F AV B 59 % 3 722P45045 - Ff 1ZCYP2C9 Kz TRCYP2C19
f§?tﬁwwmﬁﬂ%Mﬁ%ﬁﬁéﬂ%ﬁ%mwén
f:‘s‘s , 34 .

o A N Z & F 2 (50pg/mL) 1T X AHP450(CYP1A2, CYP2C9,
CYP2C19, CYP2D6. CYP2E1R TRCYP3A4) I& M oD PH. 2 21X 10%LL T
Tho1=%,
16.8 Z Mt

A NAL T BED, Smg[KMP |}z (N2 A X A A F L ODEE2. Smg
TKMP X VA I B D & B AN X F 2 Bibmg [KMP) & OY
T A NA K F L 0DEESmg [KMP) & AW 2 I F S & g S

7'»: 35), 36) R

17. BRER AR

17.1 AR UVRLHEICET HHER
(&3 LATO—)LmjE)

17.1.1 s ENARAE R
Fa VAT VIIJERE ZXHRE LT EHERIFICEDE
S N7-REBRICHBNT, B ARZZF B A (5~80mg)
AL T RN R ZF o (10~80mg) &1 H 1[a60H [ # 5 L 7= 55
B B ARRFF U AN T AE, LDL-2 L AT a—)b, &
alATFa—/, NI ZUEY RZFETFEE, IDL-=2 L
AT —UZIFEINs R AR Uz, E72, 7AREAB, JEHDL-
AL AT —LEKTFTEE, TREAATIZHENSE-, &
I, DL L AT a—)L/HDL-2 L AT a—/ L, e L A7
27—/ V/HDL-=2 L A7 v — Lk, FEHDL-22 L A7 v —/L/HDL-
a L AT u—)Lib, TIREAB/ T REBA-TH A TS,
T ANALF Iy AOFEE, FHHERUNICS D
v, BE2EM E TITRKRRDOI%E 7o T, FeRENFIT
EEAGEME TICh bbb, TOkRkE LT,
BIEMRBEME L, o ARZRZF U H N> T Lomgfk 5RET
10. 5% (4/38%1) . 10mg#¢ 5-#f T 1215 6% (7/4561) . K ON20mg#%¢
HRECLIT.9%(7/3961) TH o7z, WTHOEGEFETH, 3fILL
B L RIERIZ R o T,

17.1.2 EANEE D EER™
TEERIECIVESAEZRRICBWT, D ARZEZF
F V7 K2, 5~20mgA 1 H 1H]63E 4 5- L 7= B o (i 35 N5 B il
DB RITRIDO L B Th o7,

F1 o MIIFEME O LR (6 2 AT v — L e B 5 BR)
B A A S Iy O [t
LDL-= L AT 1 — /L (%) -44. 99 -52. 49 -49. 60 -58. 32
Bavzxro—n (%) -31. 59 -36. 40 -34. 60 -39.58
U ZUEY K% -17.35 -23. 58 -19.59 -17.01
HDL-=1 L 27 12— /L (%) 7.64 9.09 14. 04 11.25
7 REAB%) -38. 56 ~45.93 -43.97 -50. 38
T AREEAT (%) 5. 42 6.25 10. 61 9.72
7 AREHA-TT (%) 0.38 4.27 7.78 7.73

BIWERSBUEE X, v ANRNAX T U v T 2. bmgfe 5-HEC
38.9%(7/1851) . Smgd% G- T20. 0% (3/15%1) ., 10mgt 5 B T
13.3%(2/15%1) . K U20mg# 5-BE T47. 4%(9/19%1) TH - 7=,
FHTHIZ BV TIBILL EGR H - gIEA L, 180, CKEF &
Wy ~GTP EF- (%:341) Th - 7=,
17.1.3 B4 5 MAHELER"

CTHEEMBRIEICX Y E SN SR OEM T — X 2 F L DT,
T ANRALF L F T Abmg X% 10mg % L H 1[EN2:8 [H 5 L
O MIGRE O FHE LRI R2O B0 THY, BmalL A
T u— VIGE B ONRE L~V ERAMICEGET 5 2 L
H BT,




#2  MIERREAE O ZALR GHEL S = L AT — L IE B GatliR)

e b 5mg (n=390) 10mg (n=389)
LDL-=1 L 25 1 — /L (%) -41.9 -46. 7
Barz7a— (%) -29.6 -33.0
MU ZUEY K% -16.4 -19.2
HDL-=2 L 27 1 — L (%) 8.2 8.9
FEHDL-= L A7 11— /L (%) -38.2 -42.6
7 AREEB%) -32.7 -36.5
7 AREAA-T(%) 6.0 7.3

17.1. 4 B EIRARHREHRD 2
AL AT — VIIJEREZxRE LT HERIBEICLDE
B S NRBUSIS N T, BASRYF AN T hong X 1T
10mg7> B # 5% Bids L. LDL-= L A7 12— /LB 23NCEP 11 47 A
RIA4 v OBEBEMIZET D F THEELZ, 2BIFIZBWTH
[F] $5¢ 5 8 D 5mg X 1% 10mg D ke ¢ 5- % 52 1T TN T E ] O B
I, FREILT6%(92/121451) K UN82% (88/107H1]) T > 7z,
BIER ORI o A NRNAHE F o h )L 7 Lbmghf T29. 4%
(40/136f51 ), = AN A X F > B L7 Al0mght T26. 5%
(35/1326) T o 72y WENNDOEERETIFILL FFEE L 72 F
ERNE N, bR R, s, R, RIRGE, B2, 8K
OMEPETH -T2,
(RiEttEa LA T O0—)LIMGE)
17.1.5 ERNE IHEHEZEHBRY @
FEMEE 2 L AT o — VIEA~T a A RERE IC o AR K
F AT M0mgi D& B L, 63 R CoRflHg L
oo TOEZDOMIEIREMOFHELRITRIO LB Tho
7=
#3  MIEIREAEO A R
(FHRMESE = U AT v — VMU B R 53R

e b 10mg (n=37) 20mg (n=37)
LDL-=1 L 25 1 — /L (%) -49. 2 -53.9
BaL 27 m—n (%) -39. 4 -43.3
MU ZUEY K% -18.2 -23.6
HDL-=t L 27 11— L (%) 9.6 13.8

3L FIZER D & a7 BIWEHIECK 5 (3/374. 8.1%) Téh -7,

18. FEXhEE
18.1 1E AR
0 ANZRZF Iy 7 N, HFERAICREEIIZEY A F
. Mg Co a2 L 27 v — VG R OAERESE T d HHIG-
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EARRERACIHT D, TOME. FENOa L AT —
NEBPMET L, ZhZH ) 2L BEROBINFES N
b, ZOLEREENLT, I LATa—AGHROE WY
REHATHHIDLOFFHE~OER W AZSEINL, Mh =27
o= MR T 5, g ARRZF vy AL HIETE
T & L CHEBRERZ A L CERVIAEN, JEEBRAE ik
R 72, REENR SR 2 FE - Ze WL O iR (X A £ 1
Kia‘ﬁﬁi%memﬁﬁﬁﬁm%ﬂfﬁég%igﬂ
5/15 ,/16O
18. 1.1 HMG-CoAsE TEER B E/ER
BANZABZF NN 7y FEOE MFI 7Y —
25 R DHMG-CoA8 TT % 35 M OV e M HMG-CoASE T 19 35 o fili i
A A AT UTCENEN %277~ LTz (in vitro) ',
18.1.2 Fa LR T O—/LARKEEER
OANRAZF RN T NE, Ty MFfldOa L AT a—
WA RE A BRIRAOICIE L., 72, ToOMEBEEMRZ, fth
DHMG-CoASE TEIE R FLE AN e~ TR IR L7217,
18.1.3 LDLZAARFZE/ER
T ANAKF AT A, b P B kHepG2AH i OO LDL
AR KmRNAD FEBL & IR EERIFIOICHEE L, £/, LDLAEAIGIE
Z BN & 872 (in vitro) ),

18.2 i LR T A—)LETERA
QARZREF U HAT T NE, A XD H=r A F0
WHHL™ (b N EREMESm 2 L A7 72— L IfLE O E 57 LV E)
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WL LB AHBR SR 2 A 5 E 7 Vi) P Ic B\ Tl
ha L 27 n—VEABIE TS, 4 X2V T,
IMG-CoAJ& TLRFSR D USTEEM Tdo % A /31 RO i e e 2 ]
RN T 72,

18. 3 BIAREE{L A B IH 15 A
T ANRARF T NE, WHHLY 928\ C, KRB
OIFELA TG, 2 VAT — L EEBEORTE2b7-0L, B
JURTSEA 7 25 oD 3 i 2 07| L7250
18.4 UYL FIETER
0 ANALF U RNy ME, T AREHESLeiden kT A
VoI~ UAKROE NTHREHEB/CETP T VAV 2=y
= ADMIER FY 7YY REET SE2%),

19. B2 IZET 5 EBILFHE R
—HRRIRFR . m AR ZAHZF L7 A (Rosuvastatin Caleium)
£ 4% : Monocalcium bis[ (3R, 5S, 6E)-7—{4- (4-fluorophenyl)
—-6-(1-methylethyl) —2-[methyl (methylsulfonyl)
amino]pyrimidin-5-y1}-3, 5-dihydroxyhept-6-
enoate]

fsHgias -

SFI : (CosHorFN306S) oCa

SFE 1001, 14

% K RARIEEOMKRTH D,
KL 72 b= MU MZETRT L, A ¥ =L
LRET T <, AKRXIE=H /7 — 1 (99. 5) ITIEITIC
<y,
AT TH 5,

20. L EDEE

(&)
20.1 7v R v e — B ER (TR ek TR D 2 &,
OD%)

20.2 7V v — BRI R R AR CIRET A2, E
7o, Kl Lo THiET A7, IRAERTE TPTPY — h B
D ERNT &,

22 a%k
(ARINREZF 82 5mglKMP )
(PTP: HZEHAIA V) 1008 (108E X 10 X 14%)
5008 (108 X 10 X 54%)
10004E (108E X 10 X 104%)
(NT HRFIN ) 5008E
(BR/INREF 2 5E5mglKMP )
(PTP: AN A D ) 1008E (1088 X 10 X 14¥)
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5008 (105E X 10 X 54%)
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(PTP: &I AN D ) 1008E (1088 X 10 X 14¥)
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